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DETAILED ACTION 

Status of Claims 

1 . Claims 1-16 are pending. Claim 9 is withdrawn for being directed to a non- 
elected invention. Claims 1-8 and 10-16 are under examination. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1-8 and 10-16 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Hoo. 1 

In response to the rejection, Applicant argues that the claimed invention is not 
anticipated by Hoo et al. Applicant argues that Hoo et al. does not teach the 
administration of both bounded and unbounded multifunctional molecule with cells, 
wherein the presence of unbounded multifunctional molecule with cells is an 
indispensable element of the claimed invention. Applicant also criticizes specific 
passages in the prior art cited by the Office. 

Applicant's arguments have been considered, however, it is not found 
persuasive. Contrary to Applicant's assertion, Hoo et al. does teach the administration 
of both bounded and unbounded multifunctional molecule with cells. The Office directs 
Applicant's attention to Example II of Hoo et al. At the cited example, Hoo et al. 



1 Hoo, W., U.S. Patent No. 5891432, published April 06, 1999. 
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administered unwashed cells expressing the bounded multifunctional molecule. 
Because Hoo et al. did not wash these cells to eliminate unbounded multifunctional 
molecules, Hoo et al. inherently administered both bounded and unbounded 
multifunctional molecules with cells. In the instant case, it is found that the procedure 
used by Hoo et al. to administer both bounded and unbounded multifunctional molecule 
with cells is the same as Applicant. Per Applicant's disclosure, Applicant teaches that 
the administration of unwashed cells expressing the bounded multifunctional molecule 
also includes unbounded multifunctional molecules. See pages 176-178 of Applicant's 
disclosure. In the instant case, while Applicant's arguments have been considered, and 
the fact that unbounded multifunctional molecules are indispensable element of the 
claimed invention, it remains that Hoo et al. teaches the claimed invention. Applicant is 
also reminded that the rejection is over the entire disclosure of the reference and not 
solely the cited passages. Thus, Applicant's criticism of cited passages made by the 
Office is not sufficient to invalidate the teachings of the cited prior art. In the instant 
case, it is clearly established by the Office that the claimed invention is anticipated by 
the cited prior art, Hoo et al. 

The claims are directed to the administration of a composition to an animal to 
modulate an immune response. The composition comprises an antigen and a fusion 
polypeptide comprising i) a first amino acid sequence that comprises a cell-surface 
binding moiety and ii) a second amino acid sequence comprising a ligand for a cell 
surface polypeptide of a leukocyte, wherein the antigen and the fusion polypeptide are 
bounded and unbounded together. Claim 2, which depends on claim 1, limits the 
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animal to a mammal, which is later limited to a human by claim 3. Claim 4, which 
depends on claim 1 , clarifies that that the first and second amino acid sequences are 
joined to render a fusion polypeptide. Claims 5-6, which depend on claim 4, require the 
first amino acid to be N- and C-terminal to the second amino acid sequence, 
respectively. Claim 7, which depends on claim 1 , limits the second amino acid 
sequence to a ligand for a cytokine receptor, which is limited to GM-CSF, the elected 
invention, by claim 8. Claim 10, which depends on claim 1, requires the antigen to be a 
tumor cell, a bacterial cell, a fungal cell, a cell of a parasite, a mammalian cell or an 
insect cell. Claim 1 1 , which depends on claim 1 , requires the antigen to be a 
pathogenic cell or virus. Claim 12, which depends on claim 1 , requires the antigen to be 
an attenuated cell or virus. Claim 13, which depends on claim 1 , requires the antigen to 
be a cell that is unable to divide. Claim 14, which depends on claim 1 , requires the 
leukocyte to be an antigen presenting cell, which is specified as a professional antigen 
presenting cell by claim 15 and dendritic cell by claim 16. 

Hoo teaches the administration of a composition to an animal to modulate an 
immune response. [Claims 13-24, in particular.] The composition of Hoo comprises an 
antigen and a fusion polypeptide. [Claims 1-12, in particular.] In the composition of 
Hoo, the antigen and the fusion polypeptide are bounded and unbounded together. The 
antigen that Hoo teaches includes a virus, a bacterial cell, fungal cell, a cell of a 
parasite, a mammalian cell, pathogenic and attenuated antigens, and a cell that is 
substantially unable to divide. [Lines 35-45, column 10, and columns 9-18, in 
particular.] 
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The first amino acid sequence in the fusion polypeptide of Hoo comprises the 
sequence to a membrane attachment domain, a cell-surface binding moiety. The 
second amino acid sequence in the fusion polypeptide of Hoo comprises the sequence 
of a ligand for a cell surface polypeptide of a leukocyte. Specifically, the ligand for a cell 
surface polypeptide of a leukocyte is a ligand for a cytokine receptor. In particular, the 
ligand for a cytokine receptor that Hoo et al. teaches is GM-CSF. [Example I, column 
22, in particular.] The ligand for a cell surface polypeptide used by Hoo is a ligand for a 
ligand for a cell surface polypeptide of a leukocyte, wherein the leukocyte is dendritic 
cells, which is a professional antigen presenting cell. [Columns 1-2, in particular.] Hoo 
teaches that the first amino acid sequence can be N-terminal and C-terminal to the 
second amino acid sequence. 

In the instant case, the composition of Hoo et al. is the same as the claimed 
invention. Therefore, the claimed invention is anticipated by Hoo. 

Conclusion 

4. No claims are allowed. 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Le whose telephone number is (571)272-0903. 
The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce R. Campell can be reached on (571) 272-0974. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Emily Le/ 

Primary Examiner, Art Unit 1648 

IE. U 



